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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 08 September 2009 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 41-67 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) ^ Claim(s) 41-45,48-56 and 66 is/are allowed. 

6) |EI Claim(s) 46,47,57-65 and 67 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 9/8/2009 has been entered. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

3. Claims 46, 47 and 57-65 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claims 46, 47 and 57-65, line 1, "The device" lacks antecedent basis. Note claim 45 
from which these claims depend recites a product rather than a device. Clarification and/or 
correction is requested. 

Claim Rejections - 35 USC §103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
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such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

6. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

7. Claim 67 is rejected under 35 U.S.C. 103(a) as being unpatentable over Gordon (US 
4,215,198) in view of Calandra et al.(US 5,094,955) alone or alternatively further in view of 
Friedman et al.(US 4,829,005). 

The reference of Gordon discloses a filtration and detection device that includes a 
container (11, 111) defining a chamber and having an inlet (43, 143) and an outlet (31, 131) in 
fluid communication with the chamber. The device includes a filter (23, 123) for filtering fluids 
and is mounted between the inlet (43, 143) and outlet (32, 131). 
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While the reference of Gordon discloses adding culture medium to the filter chamber and 
detecting color or turbidity changes for determining the presence of microorganisms in the 
sample fluid (See column 1, line 65, to column 2, line 6, and column 4, lines 40-56), claim 67 
differs by reciting that the device includes a sensor mounted in the chamber wherein the sensor is 
positioned at an opposite end of the chamber from the filter and includes a measuring apparatus 
operable to detect the measurable property of the sensor. 

The reference of Calandra et al. discloses that it is known in the art to mount a growth 
detection sensor (2) within a sealed culture vessel (1). The reference discloses that using the 
sensor is advantageous over conventional turbidity and/or color change detections because errors 
resulting from the presence of interfering materials in the sample can be reduced (See column 2, 
lines 20-45). The reference also discloses the use of a measurement apparatus (4-8). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to employ a sensor and measurement device as taught by the 
reference of Calandra et al. in the container of the primary reference for the known and expected 
result of increasing the detecting efficiency within the detection device resulting from the use of 
the sensor of Calandra et al. 

If the vessel of Gordon is considered to not be sealed in a manner adequate to be used 
with the sensing device of Calandra et al., the reference of Friedman et al. is cited to evidence 
that it is known in the art of sterility testing to construct the filtration device or container in a 
gas-tight manner so as to avoid contamination (See column 2, lines 14-26; column 8, lines 9-34). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to construct the filtration device of the reference of Gordon in a 
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gas-tight manner, if not inherent, for the known and predictable result of preventing 
contamination of the interior of the container and/or surrounding environment in which the 
container is employed. 

With respect to the location of the sensor, the reference of Calandra discloses that the 
sensor can be positioned on the bottom of the container or in the sealing means of the container 
(See column 3, lines 61-68). 

As a result, it would have been obvious to one of ordinary skill in the art to determine the 
optimum location for the sensor within the container while ensuring that the sensor is visible 
from outside the container. Specifically, in view of the teaching of Calandra, it would have been 
obvious to one of ordinary skill in the art to position the sensor on the cap (15, 1 15) of the device 
of Gordon. Note, in an already known device, the rearrangement or placement of parts that does 
not alter the operation of the device is not a patentable distinction (See In re Kuhle, 526 F.2d 
553, 188 USPQ7 (CCPA 1975). The configuration resulting from the teachings of Gordon and 
Calandra would result in a device wherein the sensor is parallel to and against an end wall of the 
chamber and wherein the chamber is transparent such that the senor can be detected through the 
chamber. Note the presence of culture medium within the device fails to further limit the 
structure of the device because it is considered material worked on (See MPEM 2115). 
Additionally, statement of the orientation of the device during use fails to further distinguish the 
structure of the device since statements of intended use fail to further distinguish structure of the 
device. 



Response to Arguments 
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8. Applicant's arguments with respect to claims 1-5, 7, 9, 11-15, 17, 18, 20, 21, 29, 35, 39 
and 40 have been considered but are moot since the claims have been cancelled. 

Allowable Subject Matter 

9. Claims 41-45, 48-56 and 66 are allowed. 

10. Claims 46, 47 and 57-65 would be allowable if rewritten to overcome the rejection(s) 
under 35 U.S.C. 1 12, 2nd paragraph, set forth in this Office action and to include all of the 
limitations of the base claim and any intervening claims. 

1 1 . The following is a statement of reasons for the indication of allowable subject matter: 
With respect to claims 4 1-44, 48-56 and 66, the prior art of record fails to teach or fairly 

suggest a device of the claimed structure of claim 41 including the use of a container wherein the 
end wall defines a continuous closed surface that is continuous with the side wall and free of 
openings. One of ordinary skill in the art would not have been motivated to modify the container 
of the closest prior art of Gordon (US 4,215,198) to have such a continuous wall construction 
since the device of Gordon requires that the lid or cover be removable during use and/or include 
a vent port. 

With respect to claims 45-47 and 57-65, the prior art of record fails to teach or fairly 
suggest a product of the claimed combination of elements as recited in claim 45 including a 
liquid culturing medium in the lower end of the chamber contacting the sensor positioned in the 
lower end of the chamber. One of ordinary skill in the art would not have been motivated to 
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modify the container of the closest prior art of Gordon (US 4,215,198) to include a culture 
medium in a lower chamber which contacts a sensor also provided in the lower chamber of the 
device. 

Conclusion 

12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to WILLIAM H. BEISNER whose telephone number is (571)272- 
1269. The examiner can normally be reached on Tues. to Fri. and alt. Mon. from 6:15am to 
3:45pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Michael A. Marcheschi, can be reached on 571-272-1374. The fax phone number for 

the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/William H. Beisner/ 
Primary Examiner 
Art Unit 1797 
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